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. out of the darkness,
into the light .. .®@

Jane Henney, M.D.
Commissioner -
Food and Drug Administration i
Parklawn Building, Room 1471 (HF-1)
5600 Fishers Lane

Rockville, MD 20857-1706 .

RE: Conversion of Prescnptlon;
Drugs to O-T-C
FR, 4/27/00 ;:pj

Dear Dr. Henney:

The National Organization for Rare Disorders (“‘NORD") has leamed that the Food
and Drug Administration (“FDA”) is considering converting a large number of
prescription drugs to over-the-counter (“OTC”) status. This would include a number
of drugs for chronic conditions such as hypertension, hypercholesterol and others.

NORD respectfully requests that the FDA deny OTC status for drugs whose
indications are for chronic conditions, especially those that have no obvious.
symptoms such as high cholesterol or high blood pressure. Physician monitoring is
essential for these types of disorders because patients are not in a position to
oversee their condition. Patients may be lured into a false sense of security-if, as
with these conditions, there are no noticeable symptoms. This can lead to palients
self-adjusting their dosage, and in some cases ceasing to take the drugs altggther.
Further, converting such vital drugs to OTC status would mean that health insurance
plans would no longer reimburse patients for these products. This in turn would
increase patients out-of-pocket costs that could lead to many people discontinuing
needed medications. For persons with chronic conditions this can be deadly. -

There are other categories of pharmaceuticals that the FDA has already switched to
OTC status and should continue to be expanded. Allergy medicines, for example,
are much more acceptable for OTC classification because patients can clearly see
when their symptoms abate and adjust their dosage accordingly. Additionally,
nicotine replacements and birth control pills are also acceptable candidates for OTC
status because they do not treat a disease, and therefore are taken by choice and
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NORD believes that the FDA must fully consider all the repercussions of moving drugs for
serious and chronic diseases to OTC status, including first and foremost the American
consumer's welfare. Therefore, we request that you maintain the current status of those

medications that are necessary for chronic medical conditions.

Very truly yours,

Abbey S. Meyers
President

ASM:aa

ks




